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Claims 1-6 and 10 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. Mikes' Laboratory Handbook of 
Chromatographic and Allied Methods, John Wiley&Sons, New York, 1979, pages 35-40 
is relied upon as evidence by the examiner. Applicant is relying on the instant 
specification's use of the term "eluate" to support the phrases "elution chromatography" 
and "whereby suitable elution chromatography parameters for separating the biological 
into biomolecules are ascertained". Applicant is also relying upon paragraph 5 of the 
primary reference, Cramer (U.S. Patent Publication No. 2001/0047086), for a distinction 
between elution chromatography and displacement chromatography. It is clear from the 
first sentence of paragraph 6 of Cramer (U.S. Patent Publication No. 2001/0047086) 
that displacement chromatography uses an eluant. Displacement chromatography 
differs from elution chromatography in that the eluant contains a displacer. Thus, the 
fact that applicant's specification uses the term "eluates" is equally supportive of both 
elution and displacement chromatography. As such, there is no support in the 
specification for precluding displacement chromatography. This is particularly true 
because page 4, line 28; page 6, line 28; page 21 , lines 24 and 27; and page 26, lines 
2, 3, and 16 of applicant's specification specifically discloses that applicant's invention is 
directed to displacement chromatography. The phrases "elution chromatography" and 
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"whereby suitable elution chromatography parameters for separating the biological into 
biomolecules are ascertained" are drawn to new matter because they are being used to 
preclude displacement chromatography and the instant specification does not have any 
support for precluding displacement chromatography. Accordingly, the claims are 
considered to be drawn to new matter. Applicant appears to urge that gradient 
chromatography is synonymous with elution chromatography. However, Mikes' 
Laboratory Handbook of Chromatographic and Allied Methods, John Wiley&Sons, New 
York, 1979, pages 35-40 on pages 38-40 evidences that elution chromatography 
includes simple elution (isocratic elution), stepwise elution, and gradient elution. This is 
reinforced by lines 2 and 3 of paragraph 5 of Cramer (U.S. Patent Publication No. 
2001/0047086) which defines elution chromatography as linear gradient, isocratic, and 
step gradient. As such, gradient chromatography is not considered to be synonymous 
with elution chromatography. 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1 ) an application for patent, published under section 1 22(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-6 and 10 are rejected under 35 U.S.C. 102(B and/or E) as anticipated 
by or, in the alternative, under 35 U.S.C. 103(a) as obvious over Cramer (U.S. Patent 
Publication No. 2001/0047086). The claims are considered to read on Cramer (U.S. 
Patent Publication No. 2001/0047086). The preamble of claim 1 is directed to 
"discovering .... chromatography parameters." Many of the parameters that Cramer 
(U.S. Patent Publication No. 2001/0047086) uses are equally applicable to both "elution 
chromatography" and "displacement chromatography." These parameters would 
include the last line of Cramer (U.S. Patent Publication No. 2001/0047086)'s Abstract 
such as "different stationary phase materials, biomolecules, and modes of interaction." 
This would include Cramer (U.S. Patent Publication No. 2001/0047086)'s penultimate 
sentence of paragraph 9 of "the identification of important properties for a particular 
interaction or for similar interactions on different stationary phases." This would include 
Cramer (U.S. Patent Publication No. 2001/0047086)'s paragraphs 18 and 33 
"determining the equilibrium concentration of the bioproduct." As such, Cramer (U.S. 
Patent Publication No. 2001/0047086) discloses "discovering suitable elution 
chromatograph parameters." The preamble of claim 1 is also directed to an automated 
method. This is disclosed in Cramer (U.S. Patent Publication No. 2001/0047086) on 
paragraph 53, particularly lines 4-6. Claim 1, step a is disclosed in the last four lines of 
paragraph 30 of Cramer (U.S. Patent Publication No. 2001/0047086) and in Figure 1. 
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Claim 1, step b is disclosed in paragraphs 17 and 33 of Cramer (U.S. Patent Publication 
No. 2001/0047086). Claim 1, step c's different chromatographic parameters is 
disclosed in the last sentence of the Abstract and the penultimate sentence of 
paragraph 9 of Cramer (U.S. Patent Publication No. 2001/0047086). Claim 1, steps d 
and e's separation and analysis is disclosed in paragraph 18 of Cramer (U.S. Patent 
Publication No. 2001/0047086). The ascertaining of parameters is disclosed in Cramer 
(U.S. Patent Publication No. 2001/0047086) in the last three lines of the Abstract, the 
penultimate sentence of paragraph 9, paragraphs 16-18, and paragraph 33. However, 
if a difference exists between the claims and Cramer (U.S. Patent Publication No. 
2001/0047086), it would reside in optimizing the steps of Cramer (U.S. Patent 
Publication No. 2001/0047086). It would have been obvious to optimize the steps of 
Cramer (U.S. Patent Publication No. 2001/0047086) to enhance separation. 

Claims 1-6 and 10 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Cramer (U.S. Patent Publication No. 2001/0047086) in view of Welch (U.S. Patent 
No. 6,342,160). At best, the claims differ from Cramer (U.S. Patent Publication No. 
2001/0047086) in reciting elution chromatography. Welch (U.S. Patent No. 6,342,160) 
(Figure 15, column 3, lines 15-17, column 2, lines 24-35, column 3, lines 38-40, and 
column 6, line 50 and 65-67) discloses that use of an array of different media with 
sample allows for the selection of a highly selective adsorbent for a given separation 
problem. It would have been obvious that Cramer (U.S. Patent Publication No. 
2001/0047086)'s method would reveal suitable elution chromatography parameters 
because Welch (U.S. Patent No. 6,342,160) (Figure 15, column 3, lines 15-17, column 
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2, lines 24-35, column 3, lines 38-40, and column 6, line 50 and 65-67) discloses that 
use of an array of different media with sample allows for the selection of a highly 
selective adsorbent for a given separation problem. 

Claim 5 is rejected under 35 U.S.C. 103(a) as being unpatentable over either 
Cramer (U.S. Patent Publication No. 2001/0047086) alone or Cramer (U.S. Patent 
Publication No. 2001/0047086) in view of Welch (U.S. Patent No. 6,342,160) as applied 
to claims 1 -6 and 1 0 above, and further in view of each of MacPhee (U.S. Patent No. 
2003/0161753), Snyder (U.S. Patent Publication No. 2005/0182242), and Pantoliano 
(U.S. Patent No. 6,214,293). At best, the claim differs from either Cramer (U.S. Patent 
Publication No. 2001/0047086) alone or Cramer (U.S. Patent Publication No. 
2001/0047086) in view of Welch (U.S. Patent No. 6,342,160) in reciting use of a 
stabilizer. MacPhee (U.S. Patent No. 2003/0161753) (paragraph 38, lines 3, 19, 20, 
and 32) discloses stabilizing biological materials with glycerol reduces damage to the 
biological material. Snyder (U.S. Patent Publication No. 2005/0182242) (paragraphs 
120 and 121) discloses that glycerol stabilizes protein. Pantoliano (U.S. Patent No. 
6,214,293) (column 6, lines 11-24 and column 57, lines 25-31) discloses glycerol 
stabilizes protein. It would have been obvious to use a stabilizer in either Cramer (U.S. 
Patent Publication No. 2001/0047086) alone or Cramer (U.S. Patent Publication No. 
2001/0047086) in view of Welch (U.S. Patent No. 6,342,160) because MacPhee (U.S. 
Patent No. 2003/0161753) (paragraph 38, lines 3, 19, 20, and 32) discloses stabilizing 
biological materials with glycerol reduces damage to the biological material. It would 
have been obvious to use a stabilizer in either Cramer (U.S. Patent Publication No. 
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2001/0047086) or Cramer (U.S. Patent Publication No. 2001/0047086) in view of Welch 
(U.S. Patent No. 6,342,160) because Snyder (U.S. Patent Publication No. 
2005/0182242) (paragraphs 120 and 121) discloses that glycerol stabilizes protein. It 
would have been obvious to use a stabilizer in either Cramer (U.S. Patent Publication 
No. 2001/0047086) or Cramer (U.S. Patent Publication No. 2001/0047086) in view of 
Welch (U.S. Patent No. 6,342,160) because Pantoliano (U.S. Patent No. 6,214,293) 
(column 6, lines 11-24 and column 57, lines 25-31) discloses glycerol stabilizes protein. 

Claims 1-6 and 10 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Cramer (U.S. Patent Publication No. 2001/0047086) in view of Welch (U.S. Patent 
No. 6,342,160) and Mikes' Laboratory Handbook of Chromatographic and Allied 
Methods, John Wiley&Sons, New York, 1979, pages 35-40. At best, the claims differ 
from Cramer (U.S. Patent Publication No. 2001/0047086) in reciting elution 
chromatography. Welch (U.S. Patent No. 6,342,160) (Figure 15, column 3, lines 15-17, 
column 2, lines 24-35, column 3, lines 38-40, and column 6, line 50 and 65-67) 
discloses that use of an array of different media with sample allows for the selection of a 
highly selective adsorbent for a given separation problem. Mikes' Laboratory Handbook 
of Chromatographic and Allied Methods, John Wiley&Sons, New York, 1979, pages 35- 
40 is relied upon as evidence for the definition of displacement and elution 
chromatography. For example, Mikes' Laboratory Handbook of Chromatographic and 
Allied Methods, John Wiley&Sons, New York, 1979, pages 35-40 on pages 38-40 
evidences that elution chromatography includes simple elution (isocratic), stepwise 
elution, and gradient elution. This is reinforced by lines 2 and 3 of paragraph 5 of 
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Cramer (U.S. Patent Publication No. 2001/0047086) which defines elution 
chromatography as linear gradient, isocratic, and step gradient. As such, gradient 
chromatography is not considered to be synonymous with elution chromatography. It 
would have been obvious that Cramer (U.S. Patent Publication No. 2001/0047086)'s 
method would reveal suitable elution chromatography parameters because Welch (U.S. 
Patent No. 6,342,160) (Figure 15, column 3, lines 15-17, column 2, lines 24-35, column 
3, lines 38-40, and column 6, line 50 and 65-67) discloses that use of an array of 
different media with sample allows for the selection of a highly selective adsorbent for a 
given separation problem. 

Claim 5 is rejected under 35 U.S.C. 103(a) as being unpatentable over Cramer 
(U.S. Patent Publication No. 2001/0047086) in view of Welch (U.S. Patent No. 
6,342,160) and Mikes' Laboratory Handbook of Chromatographic and Allied Methods, 
John Wiley&Sons, New York, 1979, pages 35-40 as applied to claims 1-6 and 10 
above, and further in view of each of MacPhee (U.S. Patent No. 2003/0161753), Snyder 
(U.S. Patent Publication No. 2005/0182242), and Pantoliano (U.S. Patent No. 
6,214,293). At best, the claim differs from Cramer (U.S. Patent Publication No. 
2001/0047086) in view of Welch (U.S. Patent No. 6,342,160) and Mikes' Laboratory 
Handbook of Chromatographic and Allied Methods, John Wiley&Sons, New York, 1979, 
pages 35-40 in reciting use of a stabilizer. MacPhee (U.S. Patent No. 2003/0161753) 
(paragraph 38, lines 3, 19, 20, and 32) discloses stabilizing biological materials with 
glycerol reduces damage to the biological material. Snyder (U.S. Patent Publication No. 
2005/0182242) (paragraphs 120 and 121) discloses that glycerol stabilizes protein. 
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Pantoliano (U.S. Patent No. 6,214,293) (column 6, lines 1 1-24 and column 57, lines 25- 
31 ) discloses glycerol stabilizes protein. It would have been obvious to use a stabilizer 
in Cramer (U.S. Patent Publication No. 2001/0047086) in view of Welch (U.S. Patent 
No. 6,342,160) and Mikes' Laboratory Handbook of Chromatographic and Allied 
Methods, John Wiley&Sons, New York, 1979, pages 35-40 because MacPhee (U.S. 
Patent No. 2003/0161753) (paragraph 38, lines 3, 19, 20, and 32) discloses stabilizing 
biological materials with glycerol reduces damage to the biological material. It would 
have been obvious to use a stabilizer in Cramer (U.S. Patent Publication No. 
2001/0047086) in view of Welch (U.S. Patent No. 6,342,160) and Mikes' Laboratory 
Handbook of Chromatographic and Allied Methods, John Wiley&Sons, New York, 1979, 
pages 35-40 because Snyder (U.S. Patent Publication No. 2005/0182242) (paragraphs 
120 and 121) discloses that glycerol stabilizes protein. It would have been obvious to 
use a stabilizer in Cramer (U.S. Patent Publication No. 2001/0047086) in view of Welch 
(U.S. Patent No. 6,342,1 60) and Mikes' Laboratory Handbook of Chromatographic and 
Allied Methods, John Wiley&Sons, New York, 1979, pages 35-40 because Pantoliano 
(U.S. Patent No. 6,214,293) (column 6, lines 11-24 and column 57, lines 25-31) 
discloses glycerol stabilizes protein. 

Applicant urges the phrases "elution chromatography" and "whereby suitable 
elution chromatography parameters for separating the biological into biomolecules are 
ascertained" are supported because the term "eluates" is used in the specification. 
However, applicant is relying upon paragraph 5 of the primary reference, Cramer (U.S. 
Patent Publication No. 2001/0047086), for a distinction between elution chromatography 
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and displacement chromatography. It is clear from the first sentence of paragraph 6 of 
Cramer (U.S. Patent Publication No. 2001/0047086) that displacement chromatography 
uses an eluant. Displacement chromatography differs from elution chromatography in 
that the eluant contains a displacer. Thus, the fact that applicant's specification uses 
the term "eluates" is equally supportive of both elution and displacement 
chromatography. As such, there is no support in the specification for precluding 
displacement chromatography. The phrases "elution chromatography" and "whereby 
suitable elution chromatography parameters for separating the biological into 
biomolecules are ascertained" are drawn to new matter because they are being used to 
preclude displacement chromatography and the instant specification does not have any 
support for precluding displacement chromatography. This is particularly true because 
page 4, line 28; page 6, line 28; page 21, lines 24 and 27; and page 26, lines 2, 3, and 
16 of applicant's specification specifically discloses that applicant's invention is directed 
to displacement chromatography. 

Applicant appears to urge that gradient chromatography is synonymous with 
elution chromatography. However, Mikes' Laboratory Handbook of Chromatographic 
and Allied Methods, John Wiley&Sons, New York, 1979, pages 35-40 on pages 38-40 
evidences that elution chromatography includes simple elution (isocratic), stepwise 
elution, and gradient elution. This is reinforced by lines 2 and 3 of paragraph 5 of 
Cramer (U.S. Patent Publication No. 2001/0047086) which defines elution 
chromatography as linear gradient, isocratic, and step gradient. As such, gradient 
chromatography is not considered to be synonymous with elution chromatography. 
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Applicant urges patentability based upon the allegation that Little discloses that 
"limitations of elution mode chromatography are virtually unknown in displacement 
mode chromatography, where isocratic flow of mobile phase and high column loadings 
are the rule." It is noted that a page and line number has been omitted. However, even 
if true the allegation is true, it would not be pertinent because the claims are directed to 
elution chromatography. Elution chromatography is generic to isocratic elution 
chromatography. As such, the claims read on isocratic elution. 

Appellant urges patentability over Cramer (U.S. Patent Publication No. 
2001/0047086) based upon the new matter limitation "elution chromatography" as 
opposed to "displacement chromatography". However, chromatography is not 
performed in the claimed method. The claims are actually directed to "discovering .... 
parameters." Many of the parameters that Cramer (U.S. Patent Publication No. 
2001/0047086) uses are equally applicable to both "elution chromatography" and 
"displacement chromatography." These parameters would include the last line of 
Cramer (U.S. Patent Publication No. 2001/0047086)'s Abstract such as "different 
stationary phase materials, biomolecules, and modes of interaction." This would include 
Cramer (U.S. Patent Publication No. 2001/0047086)'s penultimate sentence of 
paragraph 9 of "the identification of important properties for a particular interaction or for 
similar interactions on different stationary phases." This would include Cramer (U.S. 
Patent Publication No. 2001/0047086)'s paragraphs 18 and 33 "determining the 
equilibrium concentration of the bioproduct." As such, Cramer (U.S. Patent Publication 
No. 2001/0047086) discloses "discovering suitable elution chromatograph parameters." 
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Applicant urges that the combination of Cramer (U.S. Patent Publication No. 
2001/0047086) in view of Welch (U.S. Patent No. 6,342,160) and Mikes' Laboratory 
Handbook of Chromatographic and Allied Methods, John Wiley&Sons, New York, 1979, 
pages 35-40 does not render the claims obvious. However, Welch (U.S. Patent No. 
6,342,160) (Figure 15, column 3, lines 15-17, column 2, lines 24-35, column 3, lines 38- 
40, and column 6, line 50 and 65-67) discloses that use of an array of different media 
with sample allows for the selection of a highly selective adsorbent for a given 
separation problem. Mikes' Laboratory Handbook of Chromatographic and Allied 
Methods, John Wiley&Sons, New York, 1979, pages 35-40 is relied upon as evidence 
for the definition of displacement and elution chromatography. For example, Mikes' 
Laboratory Handbook of Chromatographic and Allied Methods, John Wiley&Sons, New 
York, 1979, pages 35-40 on pages 38-40 evidences that elution chromatography 
includes simple elution (isocratic), stepwise elution, and gradient elution. This is 
reinforced by lines 2 and 3 of paragraph 5 of Cramer (U.S. Patent Publication No. 
2001/0047086) which defines elution chromatography as linear gradient, isocratic, and 
step gradient. As such, gradient chromatography is not considered to be synonymous 
with elution chromatography. It would have been obvious that Cramer (U.S. Patent 
Publication No. 2001/0047086)'s method would reveal suitable elution chromatography 
parameters because Welch (U.S. Patent No. 6,342,160) (Figure 15, column 3, lines 15- 
17, column 2, lines 24-35, column 3, lines 38-40, and column 6, line 50 and 65-67) 
discloses that use of an array of different media with sample allows for the selection of a 
highly selective adsorbent for a given separation problem. 
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THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication should be directed to E. Therkorn at 
telephone number (571 ) 272-1 1 49. The official fax number is 571 -273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

/Ernest G. Therkorn/ 
Ernest G. Therkorn 
Primary Examiner 
Art Unit 1797 

EGT December 2, 2009 



